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§ 158.70 Satisfying data requirements. 
(a) General policy. The Agency will 

determine whether the data submitted 
or cited to fulfill the data require-
ments specified in this part are accept-
able. This determination will be based 
on the design and conduct of the exper-
iment from which the data were de-
rived, and an evaluation of whether the 
data fulfill the purpose(s) of the data 
requirement. In evaluating experi-
mental design, the Agency will con-
sider whether generally accepted meth-
ods were used, sufficient numbers of 
measurements were made to achieve 
statistical reliability, and sufficient 
controls were built into all phases of 
the experiment. The Agency will evalu-
ate the conduct of each experiment in 
terms of whether the study was con-
ducted in conformance with the design, 
good laboratory practices were ob-
served, and results were reproducible. 
The Agency will not reject data merely 
because they were derived from studies 
which, when initiated, were in accord-
ance with an Agency-recommended 
protocol, even if the Agency subse-
quently recommends a different pro-
tocol, as long as the data fulfill the 
purposes of the requirements as de-
scribed in this paragraph. 

(1) The provisions in this part 158 
should be read in conjunction with the 
provisions in § 152.85 to claim eligi-
bility for the formulators’ exemption. 

(2) [Reserved] 
(b) Good laboratory practices. Appli-

cants must adhere to the good labora-
tory practice (GLP) standards de-
scribed in 40 CFR part 160 when con-
ducting studies. Applicants must also 
adhere to GLP standards when con-
ducting a study in support of a waiver 
request of any data requirement which 
is within the scope of the GLP require-
ments. 

(c) Agency guidelines. EPA has pub-
lished Test Guidelines that contain 
standards for conducting acceptable 
tests, guidance on the evaluation and 
reporting of data, definition of terms, 
and suggested study protocols. Copies 
of the Test Guidelines may be obtained 
by visiting the agency’s website at 
www.epa.gov/pesticides. 

(d) Study protocols—(1) General. Any 
appropriate protocol may be used to 
generate the data required by this part, 

provided that it meets the purpose of 
the test standards specified in the pes-
ticide assessment guidelines, and pro-
vides data of suitable quality and com-
pleteness as typified by the protocols 
cited in the guidelines. Applicants 
should use the test procedure which is 
most suitable for evaluation of the par-
ticular ingredient, mixture, or product. 
Accordingly, failure to follow a sug-
gested protocol will not invalidate a 
test if another appropriate method-
ology is used. 

(2) Organization for Economic Co-Oper-
ation and Development (OECD) protocols. 
Tests conducted in accordance with the 
requirements and recommendations of 
the applicable OECD protocols can be 
used to develop data necessary to meet 
the requirements specified in this part. 
Applicants should note, however, that 
certain of the OECD recommended test 
standards, such as test duration and se-
lection of test species, are less restric-
tive than those recommended by EPA. 
Therefore, when using OECD protocols, 
care should be taken to observe the 
test standards in a manner such that 
the data generated by the study will 
satisfy the requirements of this part. 

(e) Combining studies. Certain toxi-
cology studies may be combined to sat-
isfy data requirements. For example, 
carcinogenicity studies in rats may be 
combined with the rat chronic toxicity 
study. Combining appropriate studies 
may be expected to reduce usage of test 
animals as well as reduce the cost of 
studies. EPA encourages this practice 
by including standards for acceptable 
combined tests in the Pesticide Assess-
ment Guidelines. Registrants and ap-
plicants are encouraged to consider 
combining other tests when practical 
and likely to produce scientifically ac-
ceptable results. Registrants and appli-
cants, however, must consult with the 
EPA before initiating combined stud-
ies. 

§ 158.75 Requirements for additional 
data. 

The data routinely required by this 
part may not be sufficient to permit 
EPA to evaluate every pesticide prod-
uct. If the information required under 
this part is not sufficient to evaluate 
the potential of the product to cause 
unreasonable adverse effects on man or 
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the environment, additional data re-
quirements will be imposed. However, 
EPA expects that the information re-
quired by this part will be adequate in 
most cases for an assessment of the 
properties and effects of the pesticide. 

§ 158.80 Use of other data. 
(a) Data developed in foreign countries. 

With certain exceptions, laboratory 
and field study data developed outside 
the United States may be submitted in 
support of a pesticide registration. 
Data generated in a foreign country 
which the Agency will not consider in-
clude, but are not limited to, data from 
tests which involved field test sites or 
a test material, such as a native soil, 
plant, or animal, that is not char-
acteristic of the United States. Appli-
cants submitting foreign data must 
take steps to ensure that U.S. mate-
rials are used, or be prepared to supply 
data or information to demonstrate the 
lack of substantial or relevant dif-
ferences between the selected material 
or test site and the U.S. material or 
test site. Once submitted, the Agency 
will determine whether or not the data 
meet the data requirements. 

(b) Data generated for other purposes. 
Data developed for purposes other than 
satisfaction of FIFRA data require-
ments, such as monitoring studies, 
may also satisfy data requirements in 
this part. Consultation with the Agen-
cy should be arranged if applicants are 
unsure about suitability of such data. 

Subpart B—How To Use Data 
Tables 

§ 158.100 Pesticide use patterns. 
(a) General use patterns for conven-

tional, biochemical, and microbial pes-
ticides. There are six broad use cat-
egories used in the data tables. The six 
broad categories include terrestrial 
outdoor uses, aquatic outdoor uses, 
greenhouse uses, forestry uses, residen-
tial outdoor uses, and indoor uses of all 
types. The 6 broad use categories are 
further subdivided into 12 general use 
patterns which are the bases for data 
requirements established by use pat-
tern. Within the data tables, general 
use patterns have been combined into 
single columns when the data require-
ments are the same for the combined 

uses. If there are no data requirements 
for a specific use, the column for that 
use is not included in the table. The 12 
general use pattern groups used in the 
data table in this part are: 

(1) Terrestrial food crop use. 
(2) Terrestrial feed crop use. 
(3) Terrestrial nonfood crop use. 
(4) Aquatic food crop use. 
(5) Aquatic nonfood use. 
(6) Greenhouse food crop use. 
(7) Greenhouse nonfood crop use. 
(8) Forestry use. 
(9) Residential outdoor use. 
(10) Residential indoor use. 
(11) Indoor food use. 
(12) Indoor nonfood use. 
(b) Pesticide use site index for conven-

tional, biochemical, and microbial pes-
ticides. The Pesticide Use Site Index for 
Conventional, Biochemical, and Micro-
bial Pesticides is a comprehensive list 
of specific pesticide use sites. The 
index is alphabetized separately by site 
for all agricultural and all non-
agricultural uses. The Pesticide Use 
Site Index associates each pesticide use 
site with one or more of the 12 general 
use patterns. It may be used in con-
junction with the data tables to deter-
mine the applicability of data require-
ments to specific uses. The Pesticide 
Use Site Index for Conventional, Bio-
chemical, and Microbial Pesticides will 
be updated periodically, and is avail-
able from the Agency or may be ob-
tained from the Agency’s Web site at 
http://www.epa.gov/pesticides. 

(c) Antimicrobial pesticide use patterns. 
The general use patterns for anti-
microbial pesticides are described in 
§ 158.2201. 

(d) Pesticide use site index for anti-
microbial pesticides. The Pesticide Use 
Site Index for Antimicrobial Pesticides 
is a comprehensive list of specific anti-
microbial use sites. The index is alpha-
betized by antimicrobial use sites, and 
associates each antimicrobial use site 
with one or more of the antimicrobial 
use patterns. It may be used in con-
junction with the data tables to deter-
mine the applicability of data require-
ments to specific uses. The Pesticide 
Use Site Index for Antimicrobial Pes-
ticides will be updated periodically, 
and is available from the Agency or 
may be obtained from the Agency’s 
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